sentence could be combined. The population is very broad. Might consider narrowing down a bit maybe either youth or adults since outcomes for each will vary greatly. Or focus in more on certain outcomes. Lines 55-57 page 10 You indicate that the search strategy has been piloted but I don't see a reference. Was it piloted by the authors of this protocol or someone else? There have been some more recent studies and systemic reviews conducted on this topic that could be referenced. I would like to see a mention of limitations of the methodology proposed. I would highly recommend that the authors complete the systematic review and publish the protocol and results/discussion together since that will be much more useful to researchers and programmers in this area.
REVIEWER
Annhild Mosdøl Knowledge Centre for the Health Services, Norwegian Institute of Public Health Norway REVIEW RETURNED 08-Mar-2017
GENERAL COMMENTS Review of bmjopen-2017-016237
This review focuses on a very interesting topic. I would like to see this work done.
I have three main concerns with the protocol as is it now:
The rationale starts with a quite long introduction on the prevalence and consequences of overweight and obesity worldwide. In line 9 and 10 there is a logical leap, from surgical and drug-based treatments to community-based interventions to promote physical activity. As you write just below in the text, it is essential to grasp "the complexity of this health condition". You cannot write about all aspects relevant to the increase in overweight and obesity worldwide, but I miss that you indicate better how this type of intervention fits into the wider picture. You aim to look at community gardening interventions for any age group. Thus, you may want to take a life course perspective on weight development. Also, the wider determinants of food intake and physical activity patterns are largely absent from the text and your logic model. You mention social inequality (page 5) as relevant to this context, but the links are not clear to the reader. On the top of page 6 you write "overweight and obesity are mainly caused by an imbalance between energy expenditure and energy intake". This is true, but also very simplistic. It is possible to make very complex models to explain the increase in obesity, like the ones developed by a UK-report: https://www.gov.uk/government/uploads/system/uploads/attach ment_data/file/287937/07-1184x-tackling-obesities-futurechoices-report.pdf. This model is very complex, but may be useful for you to place your type of intervention in the wider picture. See also my next comment on outcomes in this context. -I recommend that you think more carefully through the choice of outcomes and how you understand these. You generally write that the aim of the intervention should be to prevent overweight and obesity. However, particularly with adults and elderly, you can expect that a significant proportion of any study population is already obese. A realistic and important aim could be that the intervention group do not gain weight or even gain weight at a slower rate than a control group. Weight is a very slow and difficult outcome to change in a trial. Change in disease patterns and mortality are even more unrealistic to see in most studies. Thus, you may want to put more emphasis on the behavioural outcomes and surrogate outcomes. You write that the choice of outcomes are based on the recommendations of the Cochrane Metabolic and Endocrine Disorders group. It may be more useful for you to look for guidance and examples from the Public health field, both in terms of outcomes used, how these are conceptualised and the expected effect size. It is unclear how you will handle full-texts in other languages than English or German -It is unclear if more than one author will be involved in data extraction or if it will be done in duplicate/verified. -Please specify which risk of bias tool will be used for different study design. -Description of data synthesis is very general. I guess you cover for the fact that you have opened up for almost any outcome reported. You may also want to look at different options for narrative synthesis, as this may be a likely scenario for your data analyses. If you will be able to do a sensitivity analysis (which I doubt), the factors you have chosen may not be the most relevant. Please consider these again.
-
The GRADE-description could become somewhat more detailed.
VERSION 1 -AUTHOR RESPONSE
Response to Reviewer 1 (Carolyn Dunn): Thank you for your review of our manuscript. We have answered each of your two points below.
#1
In the primary outcomes, you indicate how physical activity will be measured (self report, etc.). You do not indicate, however, how any of the other primary outcomes will be measured.
Response by the authors: We followed the reviewer"s suggestion to add the information that both primary and secondary outcomes can be self-reported or measured by physicians or other professionals as suggested (see: subchapter "Outcomes").
#2 I am concerned with eh 25 year time frame. Twenty Five years ago, while there would have certainly been community gardens, they would not have been seen as tools to address obesity. I would be concerned that methodology and measurement would be very different that far back. Perhaps a 10 year time frame to put the community gardens into a more contemporary frame.
Response by the authors: We thank the reviewer for her thoughtful comment. After a long discussion, we decided not to change our exclusion criteria by date, resulting in even more work for the authors in the upcoming screening and data extraction stage of the review. Instead we will bring up this issue by expanding the discussion on advances in designing and evaluating community gardening interventions throughout the last decades in the final systematic review based on the included studies. We believe we may miss important evidence by a restriction to the last 10 years, since more advanced research designs such as cluster randomised trials were already applied to assess the effects of lifestyle interventions in the early 1990s and outcomes such as BMI are established measures in health intervention research even longer. As a consequence, we added this information and two more references to our text (see: subchapter "Search strategy"; "Discussion"; added references: Nutbeam et al., 1993; Bland et al., 2004) . However, if studies fail to facilitate appropriate research designs and analysis methods they will be excluded based on our rigours exclusion criteria.
Response to Reviewer 2 (Mateja R. Savoie-Roskos): Thank you for your extensive review of our manuscript. We have answered each of your points below. We really appreciated your in-depth knowledge on community and gardening interventions based on your own research projects.
#3
The objectives need to be reworded. Objectives i and ii are not clear or concise.
Response by the authors: We critically revised objectives i and ii to be more clear and concise on the objective as suggested. Above all, this includes outcomes and population of interest (see: subchapter "Objectives").
#4 The objectives are very expansive which makes me wonder if this methodology would result in more content than what could be included in one systematic review.
Response by the authors: Thank you for bringing up this important issue. In fact, this methodological approach is intended to summarise evidence of studies that are likely less biased compared to studies (cohort studies, uncontrolled before-after-studies) that were included in previous reviews. We will focus on study designs that will likely shed new light in terms of causality (EPOC standards). By having four primary outcomes that will serve as inclusion criteria (at least one), we believe it is important to be able to draw conclusions across different health outcomes that are closely intertwined with overweight and obesity. In summary, our approach aims to summarise less biased content -less in volume -leading to more reliable synthesised evidence. For this reason, we added more explanatory information on this to our "Conclusion" subchapter.
#5
The inclusion and exclusion criteria are discussed in a few different places. I would put them all in one section or create a table that includes all the criteria followed.
Response by the authors: We totally agree with the reviewer"s comment. The heading with all subsections relevant to the inclusion and exclusion is called "eligibility criteria" within our manuscript in line with other published protocols at BMJ Open. Unfortunately, this heading was in the same size of all the other headings. We changed this accordingly (see: heading "Eligibility criteria").
#6 Line 29 page 9 Define 'grey literature databases'. Is there a specific benefit of including literature found in grey literature databases?
Response by the authors: We are grateful for this comment. As suggested we added the requested information (see: subchapter "Information sources"). In general, grey literature are scientific texts that are considered to be not formally published in sources such as books or journal articles and are an important source for evidence (e.g. conference proceedings, PhD thesis). The inclusion of grey literature is relevant to minimise potential publication bias. Please see chapter 6.2.1.8 of the Cochrane Handbook for more information. Therefore, we also included the Cochrane Handbook as additional reference to back up this approach.
#7 I don't see PubMed included in the databases listed which would be a great database to find articles on this topic.
Response by the authors: We totally agree with the reviewer that MEDLINE (the primary component of PubMed) is a valuable database for journal citations and abstracts (https://www.nlm.nih.gov/pubs/factsheets/medline.html). In terms of interface and search operators the PubMed interface is quite restrictive. Therefore, we decided to use Ovid as platform and interface for searching MEDLINE (e.g. the use of adj operators etc.) (see : table 1) . It is also a lot easier for us to adapt syntax to other databases that can be searched via the Ovid platform. MEDLINE is already included in our manuscript. Hence, no changes were applied to the text.
#8 There are several sections that have numerous bullet points which makes the manuscript hard to follow. I would instead make tables.
Response by the authors: Thank for this comment. We considered this option while drafting the manuscript. However, we decided against this option, because the online version of BMJ Open requires clicking tables to be open (inline or popup feature). This option was considered by the author team to be reasonable for the search strategy (table 1), but not for the "Eligibility criteria" -one of the focal points of a systematic review protocol. A quick scoping of other systematic review protocols published with BMJ Open revealed that authors predominantly are using the same approach. As a result, we decided to leave the formatting of lists unchanged. Nevertheless, we share your believe in making a manuscript most reader-friendly as possible.
#9 Lines 42-52 on page 6 are very repetitive. The first and last sentence could be combined.
Response by the authors: We totally agree with the reviewer"s comment. Therefore, we combined the first and last sentence with reference to the two PRISMA guidelines as suggested (see: subchapter "Reporting standards and registration").
#10
The population is very broad. Might consider narrowing down a bit maybe either youth or adults since outcomes for each will vary greatly. Or focus in more on certain outcomes.
Response by the authors: We would like to thank the reviewer for her suggestions to our included study populations and included outcomes. Considering our response to #4 that we will likely have to deal with less content compared to other reviews based on our study design restrictions, we believe it is of upmost importance to calculate effects for the general population and narrowing down to certain income groups, gender/sex, educational level and age groups by calculating subgroup analysis if sufficient data is available for primary outcomes. This helps to contextualise the data in terms of variation in effectiveness for certain groups. Nevertheless, we agree with the reviewer"s comment to focus more on certain outcomes as suggested. Hence, we revised the text and limited the subgroup analyses to primary outcomes only (see: subchapter "Data synthesis").
#11 Lines 55-57 page 10 You indicate that the search strategy has been piloted but I don't see a reference. Was it piloted by the authors of this protocol or someone else?
Response by the authors: Thank you for making your statement on this issue. The author team piloted the search to evaluate the capabilities of the search strategy to find studies that were considered to be potentially relevant a priori, this information was added to the relevant lines (see: "Search strategy").
#12
There have been some more recent studies and systemic reviews conducted on this topic that could be referenced.
Response by the authors: Thank you for making us aware of these studies. We updated references that had not been published in the initial phase of writing our protocol. Among others, this includes systematic reviews by Soga et al., Savoie-Roskos et al. that were added as new references.
#13 I would like to see a mention of limitations of the methodology proposed.
Response by the authors: We thank the reviewer for her suggestion to include limitations of the methodology proposed. As suggested, we expanded the discussion on this issue in the subchapter "Conclusions" of our manuscript to report pros and cons of our method.
#14 I would highly recommend that the authors complete the systematic review and publish the protocol and results/discussion together since that will be much more useful to researchers and programmers in this area.
Response by the authors: We thank the reviewer for her comment on publishing the protocol and the systematic review simultaneously. We decided to follow the argumentation of the PRISMA-P guidelines (Moher et al., 2015) instead of withholding the protocol. The actual purpose of a systematic review protocol is to increase transparency on the review process by i) avoiding selective reporting, ii) consideration of a priori methods, iii) prevention of arbitrary decisions, and finally iv) to avoid research waste caused by duplication. Both the final systematic review and the documentation of our PROSPERO record will be adapted if reasonable differences between the protocol and the final review manuscript will take place. We believe this is more transparent and useful to researchers and programmers in this area compared to publish both documents at the same time.
Response to Reviewer 3 (Annhild Mosdøl): Frist, thank you for your comments and suggestions. We have answered each of your points below. We really appreciated your in-depth knowledge on methods of systematic reviews.
#15
The rationale starts with a quite long introduction on the prevalence and consequences of overweight and obesity worldwide. In line 9 and 10 there is a logical leap, from surgical and drugbased treatments to community-based interventions to promote physical activity. As you write just below in the text, it is essential to grasp "the complexity of this health condition". You cannot write about all aspects relevant to the increase in overweight and obesity worldwide, but I miss that you indicate better how this type of intervention fits into the wider picture. You aim to look at community gardening interventions for any age group. Thus, you may want to take a life course perspective on weight development. Also, the wider determinants of food intake and physical activity patterns are largely absent from the text and your logic model. You mention social inequality (page 5) as relevant to this context, but the links are not clear to the reader. On the top of page 6 you write "overweight and obesity are mainly caused by an imbalance between energy expenditure and energy intake". This is true, but also very simplistic. It is possible to make very complex models to explain the increase in obesity, like the ones developed by a UK-report: https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/287937/07-1184x-tackling-obesities-future-choices-report.pdf. This model is very complex, but may be useful for you to place your type of intervention in the wider picture. See also my next comment on outcomes in this context.
Response by the authors: As suggested by the reviewer, we rephrased the section on surgical and drug-based treatments to community-based interventions to promote physical activity. We also are grateful for the suggestion to add a life course perspective on weight development into the rationale and changed the text accordingly (see: subchapter "Rationale"). Furthermore, we added an example how individuals with low SES could potentially benefit from community gardening to illustrate the link of socio-economic equality in more detail. We carefully screened elements of the referenced model that was mentioned by Ms Mosdøl. We thoroughly weighted new elements of the energy density model against our logic model according to their relative importance. We decided that new elements would not improve the clarity of our logic model and the description. Despite the general complexity of overweight and obesity, the equation of energy balance is simplified to illustrate the potential impact of quantifiable primary outcomes included in this review. We added this information accordingly (see: subchapter "How this intervention might work").
#16 recommend that you think more carefully through the choice of outcomes and how you understand these. You generally write that the aim of the intervention should be to prevent overweight and obesity. However, particularly with adults and elderly, you can expect that a significant proportion of any study population is already obese. A realistic and important aim could be that the intervention group do not gain weight or even gain weight at a slower rate than a control group. Weight is a very slow and difficult outcome to change in a trial. Change in disease patterns and mortality are even more unrealistic to see in most studies. Thus, you may want to put more emphasis on the behavioural outcomes and surrogate outcomes. You write that the choice of outcomes are based on the recommendations of the Cochrane Metabolic and Endocrine Disorders group. It may be more useful for you to look for guidance and examples from the Public health field, both in terms of outcomes used, how these are conceptualised and the expected effect size.
Response by the authors: We totally agree with the reviewer that weight is a difficult outcome to change in trials with short intervention durations. However, the primary outcome includes measurements such as body mass indices, moreover, weight gain at slower rates is not necessarily excluded based on this broad outcome definition. Hollar et al., 2010 , Wood et al., 2016 , Zick et al., 2013 reported evidence that gardening is associated with a lower BMI. Based on this evidence, we decided to refrain from rephrasing the text. We would now like to comment her suggestions with regard to the secondary outcome selection point by point. On the one hand, since gardening interventions facilitate intervention durations up to two years (Hollar et al., 2010) we partly disagree that changes in disease patterns are difficult to evaluate. On the other hand, we agree with the reviewer"s comment that changes in mortality are very unlikely in interventions with relative short intervention duration. However, unlikely in this context does not mean unnecessary to evaluate (i.e. overweight and obese people are at considerable greater risk of cardiac arrest included as subpopulations in intervention or control groups). In general, we put much emphasis on adding outcomes generally used in the Public Health field -some authors are actively involved in SRs in this field -in addition to the strict outcome set of CMED.
#17 Regarding the comparison, I would recommend to have no intervention/wait list control as your main comparison. If you compare with other active interventions, the relative effectiveness may very likely be small or difficult to determine. Also, you should discuss if you find such comparisons informative.
Response by the authors: We thank the reviewer for her comment on relative effectiveness. As suggested we rephrased our manuscript and added a references with regard to this issue (see: subchapter "Control intervention"). Specific comments:
#18 It is not clear if you have searched for similar systematic reviews to avoid duplication of efforts.
Response by the authors: Thank you for this comment. We rephrased the text and address this issue in the subchapter "Conclusions" and reference systematic reviews that were screened against our main objectives to avoid duplication of efforts, including two systematic review that were also registered with PROSPERO. All registered reviews (PROSPERO) and relevant systematic reviews on gardening interventions with the general population in mind that were retrieved from MEDLINE searches in the beginning are being referenced and discussed throughout the manuscript. Anyway, we are grateful for bringing up this topic again as we missed one registered systematic review at PROSPERO. However, this review includes individuals with dementia as main population and, thus, has no overlap with our main objectives stated in our protocol (see: subchapter "Conclusions").
Abstract #19 The comments above may affect several parts of the abstract
Response by the author: We checked if the revision of our protocol had an impact on the Abstract and revised the corresponding parts accordingly (see: "Abstract").
